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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address « 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

I )Kl Responsive to communication(s) filed on 22 December 2003 . 
2a)|EI This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 1-45 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [X] Claim(s) 1-45 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

1 2)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 
2.D Certified copies of the priority documents have been received in Application No 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicants ' Arguments 

Applicants' arguments, filed 22 December 2003, have been fully considered but they are 
not deemed to be persuasive. Rejections and/or objections not reiterated from previous office 
actions are hereby withdrawn. The following rejections and/or objections are either reiterated or 
newly applied. They constitute the complete set presently being applied to the instant 
application. 

Claims Under Examina tion 

Claims herein under examination are claims 1-45. 

Claims Rejected Under 35 U.S.C. 112 1 st Paragraph 

Scope Of Enablement 

For reason of record the rejection of claims 1-45 under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for the disclosed method of "generating a data set 
indicative of the mass of DNA fragments in the sample", does not reasonably provide 
enablement for all other means for "generating a data set". The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to use the 
invention commensurate in scope with these claims. 

Applicants argue "it is not necessary for Applicants to teach the ordinarily skilled artisan 
how to convert data from a test instrument (e.g. mass spectrometer, an automated DNA 
sequencer, etc.) into a data stream suitable for computer-based analyses, as such techniques are 
well known in the art". This is not agreed with. 
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The instant claims broadly embrace other means for "generating a data set" and therefore 
the claims are not commensurate in scope with the disclosure. The previous office action 
(mailed 12 August 2003) cited Segal et al. (Isolation and Characterization of a Novel Gene from 
Human Glioblastoma Multiform Tumor Tissue) for the generation of an autoradiogram and 
sequence data set. It was indicated Applicants' disclosure failed to provide for any indication 
that a generated autoradiogram or sequence data set, broadly encompassed by the instant claim 
language, can be utilized in the claimed invention. Since Applicants argue "those of ordinary 
skill in the art would be able to readily adapt the instant specification's teachings with regard to 
data sets derived from mass spectrometers to data sets derived from other types of test 
instruments", Applicants are requested to provide how the generated autoradiogram and 
sequence data set of Segal et al. may be converted into peaks which then can be denoised, 
baseline corrected, define putative peaks, etc. Again, no other methods for "generating a data 
set" are disclosed. None appear to have been known in the art. No guidance, direction, or 
examples are provided such that one of ordinary skill in the art would have known how to use the 
invention commensurate in scope with these claims. 

Claims Rejected Under 35 U.S.C § 112 2 nd Paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. § 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 25 and 45 are rejected under 35 U.S.C. § 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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Va gue And Indefinite 

Claim 25 recites the limitation "the areas around the putative peaks have been removed" 
which is vague and indefinite. It is unclear what defines the areas around the putative peaks in 
order for said areas to be removed. Applicants can resolve this issue by particularly pointing out 
the value/parameters what defines the areas around the putative peaks to be removed. 
Clarification of the metes and bounds, via clearer claim language, is requested. 

Claim 45 recites the phrase "sufficiently high" which is vague and indefinite. It is 
unclear by what the limitation Applicants' refer to as "sufficiently high", wherein such language 
implies a degree/criteria which is considered "sufficiently high". Applicants can resolve this 
issue by particularly pointing out what the limitations "sufficiently high" encompasses. 
Clarification of the metes and bounds, via clearer claim language, is requested. 
Action Is Final, As Necessitated By Amendment 

Applicants' amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See M.P.E.P. § 706.07(a). 
Applicants are reminded of the extension of time policy as set forth in 37 C.F.R. § 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
C.F.R. §1.1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



Examiner Informa tion 

Papers related to this application may be submitted to Technical Center 1600 by facsimile 
transmission. Papers should be faxed to Technical Center 1600 via the PTO Fax Center located 
in Crystal Mall 1 . The faxing of such papers must conform with the notices published in the 
Official Gazette, 1096 OG 30 (November 15, 1988), 1156 OG 61 (November 16, 1993), and 
1 157 OG 94 (December 28, 1993) (See 37 C.F.R. § 1.6(d)). The CM1 Fax Center number is 
either (703) 872-9306. 

Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Charming S. Mahatan whose telephone number is (571) 272- 
0717. The Examiner can normally be reached on M-F (8:30-5:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael P. Woodward, Ph.D., can be reached on (571) 272-0722. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to Legal Instruments Examiner, Tina M. Plunkett, whose telephone number is (571) 
272-0549 or to the Technical Center receptionist whose telephone number is (703) 308-0196. 
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